The rate of fatal unintentional pharmaceutical opioid poisonings has increased substantially since the late 1990s. Naloxone is an effective opioid antidote that can be prescribed to patients for bystander use in the event of an overdose. Primary care clinics represent settings in which large populations of patients prescribed opioids could be reached for overdose education and naloxone prescription. OBJECTIVE: Our aim was to investigate the knowledge, attitudes and beliefs about overdose education and naloxone prescription among clinical staff in primary care. DESIGN: This was a qualitative study using focus groups to elucidate both clinic-level and provider-level barriers and facilitators. SETTING: Ten primary care internal medicine, family medicine and infectious disease/HIV practices in three large Colorado health systems. METHODS: A focus group guide was developed based on behavioral theory. Focus group transcripts were coded for manifest and latent meaning, and analyzed for themes using a recursive approach that included inductive and deductive analysis. RESULTS: Themes emerged in four content areas related to overdose education and naloxone prescription: knowledge, barriers, benefits and facilitators. Clinical staff (N= 56) demonstrated substantial knowledge gaps about naloxone and its use in outpatient settings. They expressed uncertainty about who to prescribe naloxone to, and identified a range of logistical barriers to its use in practice. Staff also described fears about offending patients and concerns about increased risk behaviors in patients prescribed naloxone. When considering naloxone, some providers reflected critically and with discomfort on their own opioid prescribing. These barriers were balanced by beliefs that prescribing naloxone could prevent death and result in safer opioid use behaviors. LIMITATIONS: Findings from these qualitative focus groups may not be generalizable to other settings. CONCLUSION: In addition to evidence gaps, logistical and attitudinal barriers will need to be addressed to enhance uptake of overdose education and naloxone prescription for patients prescribed opioids for pain.
BACKGROUND:
The rate of fatal unintentional pharmaceutical opioid poisonings has increased substantially since the late 1990s. Naloxone is an effective opioid antidote that can be prescribed to patients for bystander use in the event of an overdose. Primary care clinics represent settings in which large populations of patients prescribed opioids could be reached for overdose education and naloxone prescription. OBJECTIVE: Our aim was to investigate the knowledge, attitudes and beliefs about overdose education and naloxone prescription among clinical staff in primary care. DESIGN: This was a qualitative study using focus groups to elucidate both clinic-level and provider-level barriers and facilitators. SETTING: Ten primary care internal medicine, family medicine and infectious disease/HIV practices in three large Colorado health systems. METHODS: A focus group guide was developed based on behavioral theory. Focus group transcripts were coded for manifest and latent meaning, and analyzed for themes using a recursive approach that included inductive and deductive analysis. RESULTS: Themes emerged in four content areas related to overdose education and naloxone prescription: knowledge, barriers, benefits and facilitators. Clinical staff (N= 56) demonstrated substantial knowledge gaps about naloxone and its use in outpatient settings. They expressed uncertainty about who to prescribe naloxone to, and identified a range of logistical barriers to its use in practice. Staff also described fears about offending patients and concerns about increased risk behaviors in patients prescribed naloxone. When considering naloxone, some providers reflected critically and with discomfort on their own opioid prescribing. These barriers were balanced by beliefs that prescribing naloxone could prevent death and result in safer opioid use behaviors. LIMITATIONS: Findings from these qualitative focus groups may not be generalizable to other settings. CONCLUSION: In addition to evidence gaps, logistical and attitudinal barriers will need to be addressed to enhance uptake of overdose education and naloxone prescription for patients prescribed opioids for pain.
INTRODUCTION
Pharmaceutical opioid prescribing and fatal unintentional poisonings have increased substantially. [1] [2] [3] [4] Deaths from opioid poisonings may be prevented with naloxone, an effective, Food and Drug Administration approved opioid antidote with few contraindications to its use or serious adverse effects. 5 Naloxone has traditionally been administered by first responders to reverse opioid-induced respiratory depression. Increasingly, community-based and public health programs have distributed naloxone for bystander administration, alongside education about the signs of an overdose, indications for use and administration directions. 6 Program evaluations suggest that community-based overdose education and naloxone distribution is an effective strategy to prevent overdose fatalities. [7] [8] [9] [10] [11] [12] Community-based programs have traditionally served people who use heroin and nonmedical opioids, but a significant proportion of overdose deaths are related to opioids prescribed for pain. [13] [14] [15] [16] [17] In the Veteran's Administration and large managed care organizations, the overdose risk is particularly high in people prescribed more than 100 milligrams morphine equivalent daily doses. 15, 16 Primary care practices represent settings in which overdose education and naloxone prescribing could reach many patients prescribed opioids, but many scientific questions remain about widespread implementation of naloxone in primary care.
Although there are limited data on patient outcomes with primary-care-based naloxone prescription, new federal guidance exists on naloxone prescribing to patients prescribed opioids. 18, 19 To date, there is little evidence that primary care providers have engaged in widespread naloxone prescribing. Surveys in 2002-2003 demonstrated that few medical providers were knowledgeable about prescribing naloxone to prevent overdose, were willing to prescribe naloxone, or supported naloxone distribution. [20] [21] [22] While these surveys were conducted early in the overdose epidemic and did not focus on patients prescribed opioids, their findings suggest that there may be considerable barriers to naloxone prescribing in primary care. To better understand these barriers, we conducted a qualitative study to assess clinical staff's knowledge, attitudes and beliefs about overdose education and naloxone prescribing.
METHODS
Design Overview, Setting, and Participants
Between August 2013 and October 2014, we conducted ten focus groups with clinical staff from a large public healthcare system (Denver Health Medical Center), a managed care organization (Kaiser Permanente Colorado), and an academic medical center (University of Colorado Hospital). We recruited participants from internal medicine, family medicine and HIV practices (as HIV infection is associated with an increased risk of overdose mortality). [23] [24] [25] [26] We emailed practice administrators, who identified convenient dates for attendance by available clinical staff. Focus groups were scheduled over lunch, provided as compensation. Clinic staff were given information about the study and invited to participate via email.
We conducted focus groups to understand issues related to naloxone prescribing at clinic (e.g., scheduling barriers, staff roles in patient care) and provider (e.g., specific attitudes) levels. Focus groups included diverse members of the health care team (e.g., physicians, nurses, pharmacists and administrators). The objective was to generate discussion and reveal individual and shared knowledge, attitudes and beliefs.
Focus Group Content and Structure
Our multidisciplinary team of researchers and clinicians developed a focus group guide (Appendix) informed by two theoretical frameworks: the Theory of Planned Behavior 27 and the Health Belief Model. 28 Informed consent was obtained, and participants completed a brief demographic survey. The primary facilitator of each focus group was a doctoral level anthropologist (S.K.) or a doctoral student with training in qualitative methods (S.M.). Three other authors (I.B., E.G., or K.G.) participated as co-facilitators in one or more of the focus groups.
Participants identified their clinic role at the beginning of the focus groups and facilitators elicited role-specific comments. Given the heterogeneity in clinical roles, some participants might have been uncomfortable discussing unfamiliar topics. To encourage open communication, our introduction emphasized that there were no right or wrong answers, that participants could ask questions, and that we were interested in their perspectives. Later, we explained what naloxone was and how it could be used.
Data Analysis
Focus groups were digitally recorded, professionally transcribed and entered into ATLAS.ti software. We employed an ethnographic, or recursive, strategy for data analysis. Recursive analysis is a cyclical, iterative process combining deductive and inductive approaches. 29 A deductive or Btop down^approach was used to link text to predefined codes and categories based on literature, prior knowledge, theoretical models and interview guide (e.g., time constraints are a barrier). An inductive or Bbottom up^approach was used to identify new codes and categories that emerged from the data, 29 including unanticipated information relevant to our research questions and theoretical models (e.g., concerns about patient risk behavior). Results describing attitudinal and contextual concerns of providers generally materialized from an inductive approach. Most other findings were derived from deductive analysis.
The anthropologist (S.K.), doctoral student (S.M.) and Master's level research assistant (K.G.) created an a priori template of codes informed by our theoretical models. 30 Using this template as a guide, the three analysts independently coded two transcripts by assigning predefined codes to text and assigning new codes to emergent findings. This resulted in a revised code list that was applied to the remaining eight transcripts. In frequent meetings of the entire research team (including two physicians and an epidemiologist), the team discussed coding inconsistencies, refined the coding scheme, and ensured consensus. 31 Codes were subsequently categorized into larger groupings, representing themes. Each transcript was summarized for salient themes and compared across focus groups. Themes that emerged from this process are reported here. 29 We coded data for manifest content meaning (surface content, e.g., staff who stated they had limited knowledge of naloxone) and latent content meaning (underlying meaning, e.g., staff who demonstrated knowledge gaps). 32 Analyzing data on both levels was particularly important for understanding potential barriers to naloxone prescription.
This study was approved by the Colorado Multiple Institutional Review Board and the Kaiser Permanente Colorado Institutional Review Board. We received a Federal Certificate of Confidentiality.
RESULTS
We enrolled 56 participants (Table 1 ). All focus groups included at least one prescriber (physician, nurse practitioner, or physician's assistant). Three (8 %) of the 37 participants with prescribing authority had prescribed naloxone. We did not observe substantial differences in themes based on clinic roles, nor areas of disagreement in focus groups that could be linked to roles. For ease of reporting, themes are organized into the following four content areas related to overdose education and naloxone prescription: 1) knowledge, 2) barriers, 3) benefits and 4) facilitators.
Knowledge
Limited Knowledge About Naloxone for Bystander Use. Clinical staff had limited awareness and clinical knowledge about outpatient naloxone prescribing. Some expressed confusion between naloxone for overdose and addiction medications (e.g., naltrexone). Generally, providers last used naloxone during medical training in emergency departments. Among providers in the public healthcare system, there was greater familiarity with naloxone because it was available on the outpatient formulary. Clinical staff expressed concerns about abuse and diversion of naloxone, and fears of serious adverse events including cardiac arrest and seizures:
BI probably just don't have quite as much knowledge about the outpatient safety of it to feel comfortable prescribing it right now.^(Physician)
As a result, few had prescribed naloxone.
Level of Knowledge About Overdose Events Among Clinic
Patients Influenced Risk Perception. In many practices, participants were uncertain about whether patients in their practice had experienced overdose from prescribed opioids: BI don't know if they are overdosing. I guess if they do, they're not telling us about it probably.^(Physician)
Communication gaps between clinical departments contributed to poor knowledge about overdoses. Yet, staff with greater knowledge about events among practice patients, particularly recent events, expressed greater risk perception.
BI think the risk of overdosing is huge. How often our patients overdose, it's hard to know… since our ER hasn't necessarily talked to our clinic, and do they overdose, but not go receive care? I mean, they just sort of happen to get lucky and survive the overdose. But I would say that within the last couple of months, I know of three overdoses that have resulted in going to our ER.^(Physician)
In a practice that monitors its patient mortality rate in an ongoing quality improvement project, staff had high risk perception:
BWe are cognizant of the fact that overdoses, you know, are at least a possibility and it's always in the back of our minds.( Pharmacist)
Participants Identified Different Groups of Patients as Potentially at Risk for Overdose. Across the focus groups, participants identified at least nine risk groups for overdose, including patients (1) prescribed high-dose opioids, long-acting opioids, or benzodiazepines; (2) with a history of or predisposition to substance use disorders, or who also use alcohol or marijuana; and (3) with co-occurring mental health problems. One primary care provider explained:
BSo, the things that would raise somebody's risk level would be first what doses are they on… if someone has a history of abnormal urine/drug screens or has a history of either abuse, drug abuse, or a lot of psychiatric stuff that the doctor is concerned about, they can raise them from a low to a moderate to a high risk level.^(Physician) Participants identified additional risk groups, such as patients with (4) challenging or unstable social circumstances; (5) no access to ancillary pain services (e.g., physical therapy, acupuncture, psychotherapy); (6) behavioral characteristics, such as poor coping skills or impulsivity; (7) unrealistic expectations about the efficacy of opioids to control pain; and (8) inadequate attention to or understanding of safe use:
BSome of our patients who sort of medicate every symptom are a big issue… The other people who are at risk for overdose is that cavalier attitude towards opiates and lack of concern for safety.^(Physician) Finally, patients with (9) uncontrolled pain were considered at risk. In uncontrolled pain, inadequate patient education and poor health literacy were thought to contribute to risk:
BI think people [are at risk] who…either because we have not explained it well, or they're unreceptive or unclear about medication administration. I think certainly they can end up being in a compromised safety situation because of trying to control pain and just not feeling better so popping another and popping another and popping another.^(Nurse) Whereas staff generally emphasized individual risk characteristics, others included social or family context. For instance, one provider thought patients with family members who could access the patient's medications should be prescribed naloxone:
BI had a patient whose daughter accidentally overdosed on her meds, so, I'm wondering, shouldn't we be offering it [naloxone] more broadly? …Do we have this discussion with everybody and then offer to write the prescription for those who are accepting of it?( Physician) Some participants suggested universal risk among patients prescribed opioids: BYeah, I'd say every patient that is taking opioids^is at risk for opioid overdose. Another participant suggested universal prescribing to patients on opioids.
BI mean logistically it's hard to reach out to every patient, but if the goal is to save lives, you have to bring it up to everybody.^(Pharmacist)
Barriers
Logistical and Systems Barriers. Logistical and systems barriers to naloxone prescribing included time, privacy, how to remember to prescribe naloxone, factors that might prevent effective naloxone use, and appropriate clinical follow-up after an event (Table 2) .
Attitudinal and Contextual Concerns. Providers expressed discomfort with prescribing naloxone, in contrast to other medications prescribed in outpatient settings for emergency administration:
BIt seems kind of intuitive, like glucagon for insulin. But it just feels a little uncomfortable where glucagon just doesn't.^(Physician)
We identified three themes related to attitudes and the opioid prescribing context that led to this discomfort: (1) fears of offending patients, (2) concerns about patients engaging in greater risk behavior, and (3) difficulty reconciling the implications of naloxone with current opioid prescribing practice.
Clinical staff were concerned that discussing overdose and prescribing naloxone would negatively impact patients' opinions of their providers (theme 1):
BI feel that patients would be almost offended, like, oh, you're singling me out and I'm cherry picked to do this.^(Pharmacist)
Providers were concerned about poor patient satisfaction ratings:
BThe barrier is going to be the overdose discussion without sacrificing customer satisfaction and customer service.^(Counselor) Staff emphasized that messaging to patients would need to counter the stigma associated with being prescribed naloxone: BWe have to always tell them, this is a new program and it's for everybody. It's not just for you. We're not saying you're a druggie or anything like that.^(Pharmacist) Overall, provider fears about being perceived negatively by patients reduced their willingness to discuss overdose and prescribe naloxone.
Another important barrier to naloxone prescription was giving patients a Bfalse sense of security^which could lead to riskier use of opioids and more adverse events (theme 2). One physician said:
BWill it [naloxone] lead to more overdoses? Is there a chance that they'll potentially inject themselves [with naloxone] so they can take more [opioids] and then it [the naloxone] runs out. You know, I wonder… Patients do stupid things all the time to get high. Will this be one of them?^(Physician) Another provider said:
BOne of the concerns I would have was does that give them license to kind of just party away and expect a friend to save their life and they just go to the edge? Are they going to take more risk?^(Physician) As a result, providers expressed more comfort prescribing naloxone to patients who were not necessarily those who could benefit the most from it:
BI think the people that I would give the [naloxone] to would be people that are concerned, responsible and they're probably not the ones that are going to overdose.^(Physician)
Other clinical staff rejected the concern about naloxone prompting riskier behaviors in light of its potential public health benefit:
BThere were 14,000 deaths on opiate overdoses last year, so obviously people are dying… there's the cost of it [naloxone] is pretty low and the potential benefit is pretty high… We can't control what our patients do and if they happen to unfortunately overdose, I think it would probably be a good thing for someone around them to have [naloxone] 'cause the alternative is, they don't have it and they go into respiratory depression and die… It seems like practically it's a bit of a no brainer.^(Physician) Finally, providers struggled to reconcile the implications of prescribing naloxone with their profession's opioid prescribing practices (theme 3). They perceived a conflict between prescribing opioids and an opioid antidote. For instance, two providers had this exchange: Identifying patients at risk also made providers reconsider prescribing opioids to those same patients.
BIt
[naloxone] seems like it may have merit. On some level, it also makes me feel like it's sort of putting our head in the sand just a little bit, you know. If you feel like, my God, this patient is going to kill themselves, maybe the solution is to not have them on opioids.( Physician)
Providers expressed concern that they would be treating the Bsymptom rather than the problem^of opioid over-prescribing and inadequate access to ancillary pain services.
BI think we can have a bigger impact from a population standpoint if we actually do think more about when we're prescribing these meds.^(Physician) Consequently, providers wondered if opioids should be reduced among Bat risk^patients. Further, one provider was concerned about medico-legal risk if a patient was identified as Bat risk^, prescribed naloxone, and continued on opioids, particularly if he or she experienced a subsequent overdose.
Benefits
Based on their experience with naloxone in emergency settings, staff commonly expressed the belief that naloxone could prevent overdose deaths, through its direct therapeutic effect.
"It [naloxone] will make you feel terrible. But it'll save your life.^(Physician) Additionally, clinical staff suggested indirect benefits of discussing and prescribing naloxone, by influencing patients' understanding of the risks of opioids, opioid use behavior and cultural norms related to safety. One primary care provider illustrated both direct and indirect benefits:
BI was sort of hoping that if we implement a good program where even at initiation [of opioids], we talk about overdose prevention and naloxone, that it will bring, you know, the safety concerns to the forefront, and then it might actually help people understand that these are potentially lethal medications, and I feel like that might be one of the things that might be most beneficial from it… just re-setting of, like, the culture around these medications [opioids] as much as, you know, potentially saving someone's life from overdose.^(Physician)
Another provider endorsed sending a message to patients as an indirect benefit of discussing naloxone:
BJust that conversation… might be just enough to scare them just a little.^(Nurse) Given these potential benefits, participants were receptive to naloxone use despite the barriers.
Facilitators
Participants identified three potential facilitators to naloxone prescribing. Providers desired guidelines that could be applied in a standard fashion across patients, providers and systems.
BSo I would want there to be guidelines in place… institutionally sanctioned as to how to risk stratify patients and what the appropriate prescribing guidelines would be.^(Nurse Practitioner) Further, staff suggested reducing the stigma of naloxone prescribing by including household members as potential recipients:
BAnother thing that might be a little bit less destigmatizing for patients is also saying, it's not just for you if you accidentally overdose, but if someone you know or someone in your household takes your medications, you know, then you, you know, have the means.^(Physician) Additionally, providers requested improved communication from emergency departments about overdoses among their patients, and guidance on opioid management after these events.
BIf they get in that situation that they would need that medication [naloxone] , what's the follow-up after that? You know, generally there's an emergency room. You have follow-up and you have that conversation, otherwise they're just at home and nothing changes.^(Nurse Practitioner)
DISCUSSION
Overall, primary care staff suggested several potential benefits of overdose education and naloxone prescription among patients prescribed opioids. These included enhancing patient understanding of the risks of opioids, promoting safer use behaviors, and preventing mortality. While providers had few concerns about naloxone's efficacy, our study identified key knowledge, attitudinal and contextual barriers that limited enthusiasm for naloxone.
Notably, an important barrier that emerged was a lack of consensus about who should be prescribed naloxone. Clinical staff identified a wide and complex range of risk factors, demonstrating a need for additional tools to help identify patients who could benefit. However, focusing on individual risk factors may inhibit naloxone prescription because it targets patient behavior, in contrast to treating respiratory depression as a known adverse event of opioid medications. 33 One potential solution is developing standardized naloxone patient selection protocols, which could lessen provider fears about offending patients and facing medico-legal consequences. Another potential solution raised was universal prescribing, in which naloxone would be indicated for all patients prescribed chronic opioids.
In theory, naloxone prescribing could increase risk behaviors in patients prescribed opioids. This effect, commonly known as risk compensation, 34 has been raised in response to preventive interventions, such as vaccination against human papilloma virus and pre-exposure prophylaxis for HIV prevention. [35] [36] [37] However, prescribing naloxone could also represent an opportunity to increase patients' risk perceptions of opioids. Further research is needed to determine whether practice-based naloxone prescribing increases, reduces or has no effect on opioid-related risk behavior.
Several providers in our study uncomfortably deliberated on opioid prescribing in light of the potential need to prescribe an antidote. We interpreted this effect as a form of cognitive dissonance, 38 which may lead providers to become more judicious about how they prescribe opioids. This effect, however, may also have a negative impact on patients if providers reduce or stop prescribing to those who benefit from opioids or initiate rapid tapers that lead to uncomfortable withdrawal symptoms. Our findings suggest a delicate balance between the potential benefits and drawbacks of naloxone in primary care, which should be empirically assessed in future research.
We sought to identify the breadth of issues from the perspectives of the clinical stakeholders rather than quantify or test a hypothesis. Including three health systems helped ensure that perspectives from diverse practice settings were assessed. Our study has limitations, however. Our findings should not be assumed to represent the opinions of the entire clinical staff, as some members may have felt uncomfortable speaking openly in focus groups. Furthermore, this study was conducted in a state that passed legislation designed to widen access to naloxone. 39 To the extent that participants were aware of this legislation, it may have positively affected attitudes towards naloxone.
Naloxone is an efficacious medication that has the potential to prevent deaths among patients prescribed opioids in primary care settings. However, our study identified important knowledge, attitude and contextual barriers that may hinder naloxone prescription and use in these settings. Although the Substance Abuse and Mental Health Services Administration has issued a toolkit with information on naloxone for providers that addresses knowledge gaps, 18 this resource does not fully address attitudinal and contextual barriers. Further research is needed to address the questions raised by providers, such as whether prescribing naloxone will negatively impact patient satisfaction, whether patients engage in risk compensation, and whether there are safety implications of increased prescribing. In addition, the effectiveness of naloxone prescription to patients prescribed opioids in primary care should be evaluated. Finally, the role of naloxone prescription should be evaluated in the context of other potential modalities to promote opioid safety and reduce the risk of overdose.
